Essential in providing medical assistance to patients is achieving clarity and legal certainty in the work of medical professionals. To this end, a clear and uniform approach in regulation of involvement of nurses in the process of patient's informed consent, which is currently lacking in the legislation of the Republic of Bulgaria, is to be adopted.
INTRODUCTION
Essential in providing medical assistance to patients is achieving clarity and legal certainty in the work of medical professionals.
To this end, a clear and uniform approach in the regulation of the involvement of nurses in the process of patient's informed consent is to be adopted.
The OBJECTIVE of this study is to examine the legal framework of the involvement of nurses in the process of patients' informed consent in the Republic of Bulgaria and other countries.
MATERIALS AND METHODS
We have performed a systematic comparative analysis of legal documents on the involvement of nurses in the process of obtaining patients' informed consent in the Republic of Bulgaria and other countries within the period January 2014 -May 2015.
DELIVERABLES

Legislation in the Republic of Bulgaria
In the current legislation, the obligation to inform the patient and obtain his/her consent is regulated in the Health Act. In pursuance of Article 88, para 1 of the Health Act: "In order to obtain the informed consent, the physician (doctor of dental medicine) in charge of the treatment shall inform the patient or the parent, custodian or trustee respectively, as well as the persons under Article 162, Paragraph 3 about:
1. the diagnosis and nature of the disease; 2. the description of the goals and the nature of the treatment, the reasonable alternatives, the expected outcome and the prognosis; 3. the potential risks related to the proposed methods of diagnostics and treatment, including the side effects and undesired pharmaceutical reactions, pain and other discomfort; 4. the likelihood of a favorable impact, and the health risk in the application of other methods of treatment or in the refusal to take treatment." However, in the Health Act there are no texts that specifically govern the involvement of nurses in the process of informing and obtaining patient's consent (1).
As evident by the provision of Article 87, para 1 of the Health Act, "Medical activities shall be performed upon the informed consent expressed by the patient" (1). Or a consent is given to perform a specific medical procedure. The provisions on the informed consent are given in section "Patient's Rights and Obligations". According to Article 84, para 1 of the Health Act a patient is any person who has sought or who is receiving medical aid (1). Therefore, the provisions of the informed consents are applied always and only when it comes to treatment and providing medical care (2) . Therefore, the performance of any medical provision without consent will be illegal. This is the meaning of the sanction provision of Article 220, para 2 of the Health Act, namely: "Officials failing to inform the patient of the circumstances under Article 88, Paragraph 1 shall be punished with a fine ranging from BGN 300 to BGN 1 000 and with withdrawal of the right to exercise the medical profession for a term ranging from six months to a year in the case of repeated violation" (1).
In this case under the term "official" according to the text of Article 88, para 1 of the Health Act, the legislator is apparently referring to the doctor since the obligation to inform under Article 88 of the Health Act is imposed on him/her (1).
At the same time, as already stated, persons providing medical aid without the informed consent of the patient or in violation of the requirements for obtaining the informed consent of the patient shall be punished with a fine ranging from BGN 500 to BGN 1 500 and with withdrawal of the right to exercise the medical profession for a term ranging from six months to a year in the case of repeated violation (Article 220 para 2 of the Health Act) (1).
Then, the question of to whom the penalties cited in this provision are addressed could justifiably be raised, since the medical aid is provided only by doctors. The answer should be sought in the clarification of the term "medical aid". However, there is no legal definition of this term in the Health Act. Meanwhile, the Health Insurance Act provides a legal definition of the term "medical aid" according to which this is a system of diagnostic, treatment, rehabilitation and prevention activities, provided by medical specialists (argument of § 1, Item 9, Additional provisions to the Health Insurance Act).
And according to §1b, Item 5 of the Additional provisions of the Health Insurance Act, "medical specialists" are persons, exercising the medical profession under Article 183, para 1 of the Health Act (3).
Consequently, "medical aid" is provided by persons, practicing medical profession under Article 183, para 1 of the Health Act, i.e. persons who hold a diploma for completed higher education in specialties from the occupational sections of medicine, dentistry, pharmacology and health care, to whom ap-parently nurses belong as per the provision of Article 183, para 4 of the Health Act.
In this case, the provision of Article 220 para 1 of the Health Act refers also to nurses as part of the subject providing medical aid.
Moreover, according to Article 3, para 1 Item 1 of Ordinance No 1 of 8 February 2011 on professional activities which the nurses, midwives, associated medical specialists and health assistants can carry out upon instruction or independently, are: provision and collection of health information, including informing patients to obtain informed consent in carrying out tests and manipulations (4).
Hence, according to the secondary legislation, the nurse is subject to the obligation to obtain consent and to inform. However, it is unclear why the legislature has imposed the said obligation only to the doctor in the provision of Article 88 of the Health Act, according to which "In order to obtain the informed consent, the physician (doctor of dental medicine) in charge of the treatment shall inform the patient or the parent, custodian or trustee respectively, the person under Article 87, para 5, the provision of Article 87, para 6 as well as the persons under Article 162, Paragraph 3, omitting the involvement of the nurse in the process (1).
In this connection it should be added that a significant part of the manipulations performed by the nurse have the so called invasive nature within the meaning of § 1, Item 3 of the Additional provisions of the Health Act (1). Therefore, they require written consent and, moreover, it is a condition for the reality and validity of the consent in the case. It could have been difficult to assume that for these manipulations, carried out by nurses, the consent is to be obtained by the doctor. Information regarding the consent is provided by the competent medical specialist, who is in charge of its implementation and is responsible for it.
The results of the legal analysis of the legislation of the Republic of Bulgaria on the issue of the involvement of nurses in the process of informing and obtaining the consent of the patient demonstrate that in this regard the effective legislation requires further elaboration and refinement.
This necessitates examining the other countries' experience in the legal regulation of the involvement of nurses in the process of patients' informed consent.
Legislation in Denmark
In the Health Act of Denmark, § 15 Article 3, the legislature introduces a legal definition of the term "informed consent", according to which "Informed consent as defined in this Act is a consent given on the basis of sufficient information from a health professional" (5) .
Within the meaning of this Act "Health professionals means persons authorized by special legislation -Law on authorization procedures for health professions and health practice (consolidation act No 877, 04.08.2011, Ministry of Health) to carry out health care services, and persons acting on their responsibility"( §6 of the Health Act of Denmark) (5) .
According to the Law on authorization procedures for health professions and health practice (consolidation act No 877, 04.08.2011, Ministry of Health) the nurse is among the persons practicing health professions and "The right to the title of nurse has only the one who has certification as a nurse" (Chapter 13, §54, Article 2) (6).
Therefore, according to Danish legislation, the nurse is a health professional and as such she has certain obligations in the process of patient's informed consent.
Belgium and Finland have chosen similar legislative solution:
According According to the Act on the status and rights of patients No 785/1992 of Finland: "A patient shall be given information about his/her state of health, the significance of the treatment..., and about other factors related to his/her treatment that are significant when decisions are made on the treatment given to
